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However, the company’s press release noted above makes numerous inappropriate statements



that, as explained below, both expressly and impliedly promote your device for uses for which it
was not cleared, and that have misbranded and adulterated the device.

While not referring specifically to cancerous lesions, the
claims made in the press release imp!y the excision of a lesion rather than the removal of a
sufficient amount of tissue for diagnostic purposes. Aithough Biopsys has not made any claims or
statements that use of the biopsy system on small lesions will not require additional follow-up
procedures your release clearly sends the message that use of your devices is effective in
removing entire lesions, especially small ones.

For example, the release refers to the recently introduced 11-gauge Mammotome probe and
MicroMark Clip as enabling physicians to take larger breast tissue samples and raark the biopsy
site for follow-up examinations, In that context, it quotes radiologist Anne Smid as saying,
“Small lesions are one of the areas where the Mammotome for ultrasound will be  widely used.
There is no reason to leave part of the sonographic evidence of the lesion if you can insert the
MicroMark Clip to mark the area. The 11-gauge probe is large enough that if you have a small
nodule or mass a thorough biopsy is possible.” The release continues, “This makes future follow-
up of the patient much less problematic because the sonographic evidence of the lesion is no
longer present on imaging studies to potentially confuse other physxcxans The probe can more
completely biopsy an abnormality because it obtains eight times more tissue per acquisition than
core-needle biopsy.” This discussion implies that the placement of a radiographic clip is necessary
because of the complete removal of at least small lesions. This i impression is compounded by the
statement attributed to Dr. Steven Parker, referring to patients watching the ultrasound-guided
biopsy, “. . .When they see the lesion literally disaopear before their eyes, their confidence in the
procedure skyrockets.” A lesion disappearing before one’s eyes is a lesion that has been excised.

We have an additional concern. The device was not cleared with a claim for useasa breast
biopsy device.

The device was cleared for marketmg asa gastroenterology—
urology biopsy instrument, the intended use for which is provided in FDA's regulaﬁons at 21 CFR
876.1075. That section provides that a gastroenterology-urology bxopsy instrument is a device
used to remove, by cutting or aspxrmt‘)ﬁ, a ipeexmeﬁ of tissue for ﬁﬁéfﬁseﬁplé é‘iiﬁ‘uﬁiﬁéﬁ This
generic type of device includes the biopsy punch, gastrointestinal mechanical biopsy instrument,
suction biopsy instrument, gastro-urology biopsy needle and needle set, and nonelectric biopsy
forceps. This section does not apply to biopsy instruments that have specialized uses in other
medical speciaity areas and that are covered by classifications reguiations in other parts of the
device classification regulations. Your company’s use of the name “Mammotome” or
“Mammotome Breast Biopsy System” implies specific use as a breast biopsy. device The
company’s press releases, like other Biopsys promotional materials that we have reviewed, also
rnake explicit claims for the device as a breast biopsy device. Such claims should only be made

for a device cleared for that intended use.
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Promoting the BMI device for breast biopsy and for the excision of lesions has, therefore,
misbranded your device under section 502(o) of the wt in that approprlate premnrket notification
required by section 510(k) of the act was not submitted. The FDA’s ﬁg‘uiaﬁoﬁi at 21 CFR 801.4
provide that the terma “intended uses” refers to the objective intent of the’ penonl legally
responsible for the labeling of the device. That intent may be shown by I labeling claims or
advemsmg matter or oral or written statements by such persons or their repreaentatives Naming
the device with a word that clearly implies use in the breast and making claims for breast biopsy
and for excision of tissue impermissibly change the intended use of the device.” Pursuant to
section 510(k) of the act and as explained in 21 CFR 807.81 (a)}(3)(ii), such changes require the

submission of premarket notification.

In addition, the BMI device marketed with claims for breast biopsy and for exoisien of tissue is
adulterated within the meaning of section 501(f)(1)(B) of the act in that it is a class ITI device
under section 513(f) of the act, and does not have an approved application for premarket approval
in effect pursuant to section 515(a) of the act, or an approved application for an investigational
device exemption under section 520(g).

- In the Investor’s
Daily press rciease, you are quoted as saying that a woman can drive herself home right after the
procedure with just a Band-Aid on her breast and that you “don’t think it’s even as bad as getting
a crown.” If this quote is correctly attributed, then you have made a claim that requires
substantiation. The Biopsys January 15 press release says “Biopsys Medical Inc, is a leading
developer, manufacturer and marketer of products for the diagnosis and management of breast
cancer. Through its principal product, tha Mammotome Biopsy System, the company oﬁ'ers a

lpcc-mvamve cost-effective alternative to open surgical biopsv.”
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not make cost effectiveness claims until data supporting the claims had been
submitted to FDA. To date, such data have not been submitted to the agency.
This letter is not intended to be an all-inclusivs list of deficiencies.associated with the Biopsys
biopsy system. It is your responsibility to ensure adherence to each requirement of the act and the
Federal regulat:ons The specific violations in this letter may represent practices used in other
promouonal or advemsmg materials used by your firm. You are responslble for investigating and

fevwwmg these materials to ensure compuance with appucaole rcgumuons.

You should take prompt action to correct these violations. Failure to promptly correct these
deviations may result in FDA's initiating regulatory action without further notice. These actions
include, but are not limited to, seizure, injunction, and/or civil penalties.

Please notify this office within 15 working days of the receipt of this letter of the specific steps
you have taken to correct the cited violations. Your response should also include all steps being
taken to address false and misleading information currently in the marketplace and actions to
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prevent similar violations in the future. If corrective action cannot be compl

working days, state the reason for the delay and the time within which the corrections will be
completed.
A copy of this letter is being sent to FDA’s Los Angeles District Office. Please send a copy of
your response to the District Director, Los Angeles District Office (HFR-PA240), 19900 Mac
Arthur Blvd.; Suite 300, Irvine, California, 92612-2445
Qincaraly vanire
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